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\. Patient information
1. Patieat identifier {2 Age at time
-of event:

T

53 yr

?-2

M. RES. NS
- use by user-facilities,

irs and manufacturers for

MANDATORY

Approved by FDA oe 09723598

M(r repert @
PRTUSA1999002535

UPF/Dist regort §

INST. USA

reporting

FDA Use Only

C. Suspect medication(s

1. Name (give labele & minitsbeler, 1t known)

led strength
#»1 TYLENOL WITH
CODEINE {untspecified) (ACETAMINOPHEN -

w2 WARFARIN (WARFARIN)

Date
In confidence of birth: 2?2/222/2? (Cont.)
. VErse eve 0 o t problem 2. Dose, frequency &_roule used 3. Therspy dates (if unknown, give duration)
B. Adve ent or product p - [ 16 g, daily, oral . :
. {X] Adverse event and/or D Product problem  (e.g., defects/mmifuncaons) M 22/222/27 - Stopped
2. Owtcomes attributed to adverse event o # oral 42 22 /299 /29
(check afl that apply) (] disabisiey ___ 2 2?2/??2?/?2? - Stopped
K dar 05/05/98 {T] congemital anomaly :l Dbﬁ‘ﬁﬁg’we (indication) 5. Event abated after usce
o L . scopped or dose reduced
D Jife-threateni (mo/daysyr) D required intervention to prevent
ife-threatening i i /d # es no  {Wldoesn't
w e ¥ UNRNOWN Q=0 ipply

per
- initial ar prolonged [Jother:
. \

hospitali
. Date of " | [4. Date of
evemt 05/03/98 this report 07/16/99
{ {me/daylyr)

wv

Describe event or problem

Report published in 1998 Annual Report of
Poison Control Centers Toxic Exposure
Surveillance System (case 264) of a
S3-year-old (sex unspecified) who died,
following ingestion of acetaminophen with
codeine and warfarin (doses, date
unspecified) for an unknown reason. Blood
concentration acetaminophen 369 mcg/mL.
Chronicity was unknown for acetaminophen
with codeine.

Additional information received 08-Jul-99: A

. §3-year-old woman described as a "chronic
-y acetaminophen user/abuser" (up to 16 g/day
was found

i/ of acetaminophen with codeine
" unresponsive on 03-Ma¥—98. The poison center
was called at 14:13 aftter she had been
glaced on a ventilator and given a ioading
ose of N-acetylcysteine. She had a history
of depression, drug abuge, arthritis and
deeY vein thrombosis and was taking
venlafaxine hydrochloride, .
hydroxychloroquine phosphate, enalapril
maleate, prednisone, omeprazole and
ancovert. It was thought that she overdosed
on acetaminophen with codeine and warfarin.

The patient was hypotensive in the 70's on
(Cont .)

L2 s no doesn't
6. Lot ¥ (il lusown) 7. Exp. date (if known) D Y D D appl;
Lg " 8. Event reappeared after
reintroduction

173 24

#1 Dy& Dno gls;t
#2 (Jyes (Jno D;‘;f;“

9. NDC # - {or product problems oaly (if known)

10. Concomitant medical products and therapy dates (exclude treaoment of event)
1) EFFEXOR (VENLAFAXI -
NE HYDROCHLORIDE)
2) PLAQUENIL (HYDROXY -
CHLOROQUINE
PHOSPHATE)
3) VASOTEC (ENALAPRIL

6. Relevaat tests/laboratory data, uncluding dates
Blood concentration acetaminophen 369 mcg/mL

Additional information received 08-Jul-99:
03-May-98 on admission blood pressure 70's,
blood pressure 110 on dopamine, blood sugar
s8, pH 7.11, PO2 133, PCO2 11, AST 279, LDH
737, bilirubin 1.4, INR 19, acetylsalicylic
acid 4.3 mg/dL
04-May-98 at 09:45 blood pressure 150/8.,
(Cont .}

. Contact office - nsme/address (& mfring site for devices) 2. Phone number
R.W. JOHNSON PHARM. RES. INST.pD08-704-4504
DIV. OF ORTHO PHARMACEUTICAL 3. Report source
CORP. (check all that apply)
920 U.S. Route 202 [ foreign
P.O., Box 300
Raritan NJ 08869 [ swdy
UsAa i .

( Informing Unit ) &J titeraure
D consuther
- hu}th ional
4. m.zgmved by manufacturcer fA)NDA 4 85-055 pro; m'Otﬂ
07/08/99 [ user faciticy
IND # D company
6. IfIND, protocol # PLA ¥ represeritative
pre-1938 [ res (O distributor
. ype of report otC D other:
(check all that apply) product D yes
D Sday 15-day 8. Adverse event terny(s)

1) THERAPEUTIC RESPONSE
INCREASED

2) DRUG ABUSE

3) HYPOTENSION

4) PROTHROMBIN DECREASED

O 10-4ay [ periodic
O tniciat follow-up # _J_

“TTeal P

7. Other relevaat history, iacludlng pr (e.g.. allergies, race,

pregnancy, smoking and alcohol use, hepacidr:ml dysfunction, etc.)

Drug abuse (presc. and otc medicine)
Additional information received 08-Jul-99:
“chronic acetaminophen user/abuser®, .
depression, arthritis, deep vein thrombosis

9. Mir. report aumber

PRIUSA1999002535 5) HEPATIC ENZYMES

nt .

LN ddress & phooe #
D;:mc' 'To "y intgovu:z

RFECCSIVED

American Asgsociation of Poison Control
Centers

3201 New Mexico Ave, Suite 310
gashlngton, DC 20016
SA

Phone #:202-362-7493

Dggz 1999

sdmission thst nie L acllity,
distributor, manuWctursr or product caused or

3500A Facsimile contributed to the event.

4. [nitial reporter also
sent report to FDA

D yes D no unk

). Occupation
Physician

2. Health professional?

Kl ye« [ no
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$70. Box 300
Raritan NJ 088693
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Date of this report : 07/16/99

B. Adverse event or product problem

B.S Describe eveat or problem (Cont...)

admission and was maintaining a blood pressure of 110 on dopamine. She was admitted to the
intensive care unit and activated charcoal was given. At 20:00 she was improving; dopamine
was discontinued and she was maintaining fluids. N-acetylcysteine was continued via
nasogastric tube. Vitamin K 10 mg was given x 1. Admission labs were the following: blood
sugar 58, pH 7.11, PO2 133, pCco2 11, AZT 279, LDH 737, bilirubin 1.4, INR 19,
acetylsaixcyllc acid 4.3 mg/dL, acetamlnoghen 369 mgg/mL. At 03:15 on 04-May-98 the patient
remained on a ventilator and a midazolam hydrochloride drip. At 09:45 blood pressure 150/80,
heart rate 110, temperature 99 F, AST 1773, ALT 1426, LDH 1719, total bilirubin 0.9, direct
bilirubin 0.6, grot ;omblg time 31.3, partial prothrombin time 42, INR 10.5. The patient had
no evidence of bleeding at this time. At 20:50 the.gatient was_ stable, but had been placed
on dopamine for-a while and had a fever of 102 F with blood cultures pending..She hag a

sitive bowel sounds and was passing AC stools. Repeat laboratory tests at 18:00 showed an
improvement in liver function tests: AST 1082, ALT 1354, LDH 964, total bilirubin 0.8,
direct bilirubin 0.5, INR 10; alkaline phosphatase 180. N-acetylcysteine was continued and
another dose of vitamin K was iven. A follow-up call at 3:50 on 06-May-98 revealed the
patient had expired on 05-May- 8.

B.6 Relevant tests/laboratory data, including dates (Cont...)
heart rate 110, temperature 99 F, AST 1773, ALT 1426, LDH 1719, total bilirubin 0.9, direct
bilirubin 0.6, prothrombin time 31.3, partial grothrombin time 42, INR 10.5; at 18:00 AST

1082, ALT 1354, LDH 964, total bilirubin 0.8, irect bilirubin 0.5, INR 10; alkaline
phosphatase 180; at 20:50 temperature 102 F

C. Suspect medication (Cont...)

eq No. : 1 .
_.1 Suspect medication : TYLENOL WITH CODEINE (unspecified) (ACETAMINOPHEN/CODEINE)

C10. Concomitant medical products

Seq No. : 1

Cﬁlcominnt Medical Product : EFFEXOR (VENLAFAXINE HYDROCHLORIDE)
Dose, frequency & route used : 1) unknown

Seq No. : 2 :

Concomitant Medical Product : PLAQUENIL( HYDROXYCHLOROQUINE PHOSPHATE)
Dose, frequency & route used : 1) unknown

Seq Neo. ' : 3

Concomitant Medical Product : VASOTEC (ENALAPRIL MALEATE)

Dose, (requency & route used : 1) unknown

Seq No. 1 4

Coancomitant Medical Product : PREDNISONE ( PREDNISONE)

Dose, frequency & route used : 1) unknown

Seq No. :S

Coancomitant Medical Product : PRILOSEC (OMEPRAZOLE)

Dose, frequency & route used : 1) unknown

Seq No. : 6

Concomitant Medical Product : ANTIVERT (ANCOVERT)

Dose, frequency & route used : 1) unknown
G. All manaufacturers

8. Adverse event term(s)
5) HEPATIC ENZYMES INCREASED

6) STUPOR DSS

source of report (Literature):

Seq No. : %‘ \g%g
Author : “&o y Litovitz

Year
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Article title :
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